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REMARKS 

Claims 13-17 and 21-23 are presently pending. Amendments to Claims 13 and 21 are 
discussed below. Support for the claim amendments is found in the specification as filed, for 
example at paragraphs [0038]-[0041]. No new matter has been added herewith. The following 
addresses the substance of the Office Action. 

Obviousness 

Mishra et al. 

Claims 13, 14, 17, 21 and 22 were rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Mishra et al. (1993 Cancer Research 53:557-563). The Examiner's position is 
that Mishra et al. teaches that 0-phospho-L-tyrosine (P-Tyr) inhibits cellular growth of human 
breast and renal carcinoma cells and that P-Tyr also sensitizes ACHN cells to killing by 
chemotherapeutic agents doxorubicin and etoposide. Thus, the Examiner concluded that it would 
have been obvious to administer P-Tyr to a patient, and that administration of P-Tyr to patients 
with renal and/or breast carcinoma would inherently result in the selective protection of non- 
transformed cells over transformed cells. 

However, present Claim 1 is directed to "A method for selectively protecting non- 
transformed biological cells over transformed biological cells from cell damage induced by cell- 
damaging factors, comprising: administering phosphotyrosine to a human or animal in need 
thereof before, during or after exposure to said cell-damaging factors, said cell-damaging factors 
being selected from the group consisting of non-ultraviolet radiation, and chemicals, wherein said 
non-transformed biological cells are selectively protected from cell damage as compared to said 
transformed biological cells." The term "in need thereof gives meaning and life to the preamble 
that the claim is directed to selectively protecting non-transformed biological cells over 
transformed biological cells from cell damaging factors. Independent Claims 21 also includes this 
limitation. 

As discussed in M.P.E.P. 21 11. 02, "If the claim preamble, when read in the context of the 

entire claim, recites limitations of the claim, or, if the claim preamble is "necessary to give life, 

meaning, and vitality' to the claim, then the claim preamble should be construed as if in the 

balance of the claim" The M.P.E.P. cites Jansen. v. Rexall Sundown. Inc. 342 F 3d 1329, 1333, 

68 USPQ2d 1154,1158 (Fed. Cir. 2003) (hereafter JANSEN). The claims in JANSEN were 
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directed to a method of treating or preventing pernicious anemia in humans by administering a 
certain vitamin preparation to "a human in need thereof," the court held that the claims' recitation 
of a patient or a human "in need" gives life and meaning to the preambles' statement of purpose" 
(See M.P.E.P. 2111.02). Accordingly, the claims in JANSEN have a similar construction to 
Claims 13 and 21 of the present application. 

In the present case, the phrase "to a human or animal in need thereof gives life and 
meaning to the phrase "[a] method for selectively protecting non-transformed biological cells over 
transformed biological cells from cell damage induced by cell-damaging factors" and must be 
considered in determining patentability, (emphasis added). 

Mishra et al. does not teach a method for selectively protecting non-transformed biological 
cells over transformed biological cells from cell damage induced by cell-damaging factors by 
administration of phosphotyrosine to a human or animal in need thereof. In contrast, the 
disclosure of Mishra et al. is directed to synergistically sensitizing renal carcinoma ACHN cells to 
killing by the chemotherapeutic agents doxorubicin and etoposide and suggests use of 
phosphotyrosine as an anti-cancer agent. Based on the teachings of Mishra et al., one of ordinary 
skill in the art would have had no reason to believe that non-transformed biological cells could be 
selectively protected over transformed biological cells from cell damage induced by cell-damaging 
factors. Accordingly, the presently amended claimed methods are not prima facie obvious over 
Mishra et al. and the Applicant respectfiiUy requests that the rejection under 35 U.S.C. § 103(a) 
be withdrawn. 

Furthermore, with respect to the alleged inherent protective effect, there are three criteria 
taught by Feit et al. (2003, J. Pat. Trade. Off. Soc, Vol. 85, No. 1, pages 5-21) for analysis of 
whether the prior art is inherently teaching a claimed subject matter. These criteria are certainty, 
chronology and legal standard. 

Certainty is estabUshed when the reference process necessarily results in the claimed 
process as opposed to a mere possibility. Mishra et al. teach the treatment of human renal 
carcinoma cells lines and a human breast carcinoma cell lines with P-Tyr; cf Page 560, left 
column, before-last paragraph. No healthy cells were tested by the authors. Therefore it is 
impossible to know whether or not the process of Mishra et al. would result in the protection of 
non-transformed healthy cells. 
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Chronology is fiilfiUed if the claimed result must always be obtained upon the prior art 
method. However, since "certainty" is not given "chronology" can also not be fulfilled. 

Finally, the legal standard is whether the missing descriptive material would be so 
recognized by a person of ordinary skill in the art as necessarily present in that thing. In other 
words, the third criterion is fulfilled if a person skilled in the art being aware of the teaching of 
Mishra et al. would recognize the subject matter of amended claim 13. This is not the case. 

The only observation made by Mishra et al. is, as mentioned, that P-Typ inhibits the 
growth of tumor cell lines, i.e. transformed cells. Healthy cells were not examined. The authors 
assume that the growth arrest observed for the transformed cancer cells was due to a P-Tyr- 
mediated modulation of cellular PTPases; cf page 560, right column, last paragraph and page 
561, left column, 1st paragraph. However, PTPases are enzymes which are involved in the 
cellular signal transduction, of course not only in cancer cells but also and specifically in healthy, 
non-transformed cells; cf page 557, left column, "introduction". Therefore, if P-Tyr would in fact 
have an influence on the modulation of cellular PTPases which can be found not only in tumor 
cells but also in healthy cells, a person skilled in the art would rather assume that the alleged 
growth inhibitory effect on tumor cells as described by Mishra et al. would also be observed with 
healthy, non-transformed cells. 

Consequently, a person of ordinary skill in the art being aware of the process of Mishra et 
al. would never recognize the "missing descriptive material" (e.g., selectively protecting non- 
transformed biological cells over transformed biological cells from cell damage induced by cell- 
damaging factors). Therefore, also the "legal standard" is not fulfilled. 

Finally, even if the Office considers the process of Mishra et al. to include the use of P-Tyr 
as an anticancer agent in humans in need thereof, rather than being limited to the treatment of 
human renal carcinoma cells lines and a human breast carcinoma cell lines with P-Tyr (as is 
actually exemplified), the "legal standard" prong of the Feit test is still not satisfied, since the 
skilled person would not recognize a selective protective effect on healthy cells. 

In other words, when applying the inherency test of Feit et al. Mishra et al. neither 
explicitly nor inherently disclose the method as recited in amended Claims 13 and 21. 
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Blomqvist et al. and Mishra et al. 

Claims 13-17 and 21-23 were rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Blomqvist et al. (1992 British J Cancer 66:1171-1176) in view of Mishra et al. {supra). 
Blomqvist et al. teach that a combination of chemotherapy and radiotherapy give better local 
control of stage II breast cancer compared to either treatment alone. However, neither Blomqvist 
et al. nor Mishra et al. had any appreciation that P-Tyr could be used as substance that selectively 
protects healthy non-transformed cells from cell-damaging factors in a human or animal in need 
thereof Thus, while the skilled artisan would have been motivated by the cited references to 
target transformed carcinoma cells with P-Tyr to kill the cells , there was no reason for the skilled 
artisan to specifically expose a human in need thereof to P-Tyr before, during or afl;er exposure to 
cell-damaging factors, so that the non-transformed biological cells would be selectively protected 
from cell damage as compared to transformed cells. Accordingly, the present claimed methods 
are not prima facie obvious and the Applicant respectfully requests that the rejection be 
withdrawn. 

No Disclaimers or Disavowals 

Although the present communication may include alterations to the application or claims, 
or characterizations of claim scope or referenced art. Applicant is not conceding in this 
application that previously pending claims are not patentable over the cited references. Rather, 
any alterations or characterizations are being made to facilitate expeditious prosecution of this 
application. Applicant reserves the right to pursue at a later date any previously pending or other 
broader or narrower claims that capture any subject matter supported by the present disclosure, 
including subject matter found to be specifically disclaimed herein or by any prior prosecution. 
Accordingly, reviewers of this or any parent, child or related prosecution history shall not 
reasonably infer that Applicant has made any disclaimers or disavowals of any subject matter 
supported by the present application. 

CONCLUSION 

In view of Applicants' amendments to the Claims and the foregoing Remarks, it is 
respectfully submitted that the present application is in condition for allowance. Should the 
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Examiner have any remaining concerns which might prevent the prompt allowance of the 
application, the Examiner is respectfully invited to contact the undersigned at the telephone 
number appearing below. 

Please charge any additional fees, including any fees for additional extension of time, or 
credit overpayment to Deposit Account No. 1 1-1410. 

Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 



Dated: September 2, 2010 Bv: /Ravmond D. Smith/ 



Raymond D. Smith 
Registration No. 55,634 
Agent of Record 
Customer No. 20995 
(949) 760-0404 



